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REMARKS 

The undersigned thanks the Examiner for the courtesy of an in-pcrson interview of this case 
on February 26, 2003. While the Interview Summary has not yet been received, it was the 
understanding of the undersigned that one would be mailed, and that applicant did not need to 
summarise the interview. 

New Matter Rejections 

That having been said, one topic of discussion were the *ncw matter' rejections. Applicant 
provided a copy of the relevant MPEP section 608.0 l(p) which authorizes the incorporation of the 
subject matter added in the Rule 116 Amendment of August 29, 2002. A courtesy copy of that 
section is attached hereto, .^yplicants have represented (and supplemented) the text and figures to be 
included. 

Drawings 

The drawings to be added in the Rule 116 Amendment are taken identically from the parent 
cases which are expressly incorporated by reference. The earlier issued patents include the (See the 
"Cross Reference To Related Applications" found at page 1, lines 3 thru 19) Figs. 11 and 12 (as 
Figs. 4 and 10, respectively). 

Claim Rejections - Section 112 

The Section 112 first paragraph rejection is addressed by the 'new matter* section, above. 
The structure of fig. 12 (Fig. 4 in the parent cases) particularly suq>ports the claims. Various features 
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in the dependent clainis is found in the other text and figures. The specification n w provides (via 

Oie subject matter added at page 1 of the Rule 1 16 Amaidment): 

FIG. 12 shows a perspective view of detail of cPTFE sheet material 
with a partial thickness pattern of simple cuts and/or channels which 
results in numerous individual villi of ePTFE and great irregularity of 
the surface of the material Additional patterns of cuts or troughs may 
be made along any other axis as indicated, for example, by the arrows. 

Applicant has extracted the exact language from specification, such as "channels", in the claim as 
presented. Accordingly, the section 112 first paragraph rejections are believed to be overcome. 

The section 1 12 second paragraph rejections will be treated serially. 

The teim "sheet-like" has been replaced with the aflBrmative term "sheet". 

Claim 13 no longer contains the cited language. 

Claim 96 now recites "periodic** instead of ''predictable'*. 

Calims 106-109 have been amended as suggested by the Examiner: 
^ Claim 1 1 1 has been deleted. 

Claims 113 and 114 are believed to be supported by the specification, e.g,. Rule 116 
Amendinent at page 2, second full paragraph C*The implant coverings usable in connection with this 
invention may be manufactured from any material which promotes limited tissue ingrowth into the 
material, and has a high biocompatibility and low reactivity and disorganizes scar tissue at the 
implant/body interface.") 

Claim 115 has been cancelled. 
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Claims 116-121 are believed to be definite in that claim 1 16 recites "further including" the 
device, and that the dependent claims therefore also include that lunitation. 

Claims 1 23-126 have been amended to recite the "sheet**. 
Art Based Rejection 

The subject matter of the claims is now all supported in the application having priority of the 
December 22, 1987 filing. As such, the cited references have been overcome. Further, it is believed 
that the claims as now presented clearly distinguish over the art of record. Applicant appreciates the 
Examiner having signed off on the 1449. 



Prompt and favorable action on the merits of the claims is earnestly solicited. If any minor 
issues remain, please contact Applicants' undersigned representative at 949-737-2900. 



Conclusion 



Respectfully submitted. 



O'MELVENY & MYERS ixp 



Dated: 



By: 



David B. Murphy 
Reg. No. 31,125 
Attoriieys for Applicant 
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L INCORPORATION BY REFERENCE 

The Comndssioner has eonsideiable discretioo in 
detcnnining what may or may iwt be 
cefereooe in a pairat application. General Electric Co, 
V, Brenner. 407 R2d 1258. 159 USPQ 335 (D.C Cir. 
1968). Tlie incorporation by reference practice with 
respect to plications which issue as patents 
provides the public with a patwit disclosure which 
minimizes die pubHc's burden to search for and obtain 
copies of documents incorporated by reference which 
may not be readily available. Through the Office's 
incorporation by reference policy, the Office ensures 
that reasonably con^ilete disclosures are published as 
U.S. patents. The following is ihc maimff in which 
the Commissioner has elected to exercise that discre- 
tion. Section A provides the guidance for incciporar 
tion by referenco in applications which arc to issue as 
U^. patents. Section B provides guidance for incor- 
poration by reference in benefit applications; i.c.» 
tiiose domestic (35 U.S.C 120) or foreign (35 U.S.C. 
119(a)) applications relied on to establish an earhcr 
effective fUing date. 

A. R^giew ofAffpUcadons WJuch Are To Issue as 
Patents, 

An application as filed must be complete in itself in 
order to con^ly with 35 U.S.C 112. Mateii^ never- 
tiieless may be incorporated by reference. Ex parte 
Sckwane. 151 USPQ 426 (Bd. App. 1966). An appli- 
cation for a patent when filed im incorporate "essen- 
tial material" by reference to (1) a U^. patent. (2) a 
U.S. patent applicaticwi publication, or (3) a pending 
U.S. applicatitm, subject to the conditions set Jorth 
below. 

"Essential material" is defined as that which is nec- 
essary to (1) describe the claimed inventicm, (2) pro- 
vide an enabling disclosure of the claimed invention, 
or (3) describe the best mode (35 U.S.C. 1 12). In any 
application which is to issue as a U.S. patent, essential 
material may not be incorporated by reference to (1) 
patents or applications published by foreign countries 
or a regional pateni office. (2) non-patent publica- 
tions, (3) a U.S. patent or application which itself 
incorporates "essential material" by reference, or (4) a 
foreign application. 

Nonessential subject matter may be incorporated by 
reference to (1) patents or applications publish«5 by 
the United States or foreign countries or regional 



patent fficcs, (2) prior filed, commonly wnedU^. 
applications, or (3) non-paicnt publicati ns however, 
hyperlinks and/or otiier forms of browsCT executable 
code cannot be incorporated by reference. See MPEP 
§ 608.01. Nonessential subject matter is subject mat- 
ter referred to for purposes of indicating the -^c^- 
|round of the inventions illustrating the state fthc 

Mere reference to anotbo; application, patent, or 
^^^(^(^ is BOt an iiianporaiion of anything therein 
ihfi?!Pt awflcation containing sudrtefereocc'fbr the 
jnff^oso'of die disclosure rcquireif ^ 35 U^.C 112,, 
first paragraph. In re de Seversky. 474 E2d 671. 177 
USPQ 144 (CCPA 1973). In addition to other require- 
ments for an application, die referencing plication 
should include an identification of the referenced 
patent, application, or publication. Particular attention 
should be directed to specific portions of the lefa- 
enced document where the subject matter being incoi^ 
porated may be found. Guidelines for situations where 
applicant is permitted to fill in a number for Applica- 
tion No left blank in die application as 

filed can be found in In re Fouehe. 439 F.2d 1237, 169 
USPQ 429 (CCPA 1971) (Abandoned applications 
less tiian 20 years old can be incorporated by refer- 
ence to die same extent as ci^ding appUcations; 
botii types arc open to the public upon die referencing 
application issuing as a patenL See MPEP § 103). 



1. Complete Disclosure Ulcd 

If an application is filed widi a conqilete disdosme, 
essential material may be canceled by amendment and. 
may be substituted by refctpnce to a U.S. patent or an 
earlier filed pending U.S. application. Hie amend- 
ment must be accompanied by an affidavit or declarar 
tion signed by the applicant, or a practitioner 
representing the applicant, stating that the material 
canceled from die appUcation is die same material 
dxat has been incorporated by reference. 

If an application as filed incorporates essential 
material by reference to a U.S. patent or a pending 
and commonly owned U-S. application, appHcani may 
be required prior to examination to furnish the OfRce 
widi a copy of the referenced material together with 
an affidavit or declaration executed by di applicant 
or a practitioner representing die applicant, stating 
diat die copy consists of die same material incorpo- 
rated by reference in the referenang application. 
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However, if a copy of a printed U^. patent is fur- 
nished, no affidavit or declaration is required. 

Prior to all watice of an application thai incorpo- 
rates essential material by reference to a pending U.S. 
application, ihc examicer shall dctmninc if the refcr- 
oiced application has been poblisb&'or ' issued as a 
patent. If die referenced application has been pub- 
lished or issued as a patent, the examiner ,^iall ent^ 
the U.S. Patent Application Publication^No. or die 
U.S. Patent No. of the rcfwcnccd ^plication in die 
specification of the lefcrendng plication (sec 
MPEP § 1302.04). If die referenced application has 
not been published or issued as a patent, qjpHcant will 
be required to amend the disclosure of the referencing 
application to include the material incorporated by 
reference. The amendment must be accompanied by 
an affidavit or declaradon executed by the applicant, 
or a practidono- repiescnting the applicaia, slating die 
amendatory 'material consists of die same material 
incorporated by reference in die referencing applica- 
tion. 

2. Improper Incorporation 

The filing date of any application wherein essential 
material is improperly incorporated by reference to a 
foreign application or patent or 10 a publication will 
not be affected because of the reference. In such a 
case, the applicant will be required to amend the spec- 
ification 10 include the material incorporated by refer- 
ence. The following form paragraphs may be used. 

f 6A9 Incorporation by Reference, Foreign Patent or 
Application 

The liKotporation of essendal material b die speciftcaxioa by 
lefereRce to a foreign application or paiem, or to a publicacfoa is 
i m proper Applicant is required co amend (he disclosure to include 
the materia] incotpcrated by refetencc. The amendment must be 
accompanied by an affidavit or declaration cxcctited by ihc appli- 
cant. Of a piractiuoner representing (he applicant, stating that the 
amcndaioiy material consists of the same material incorporated by 
reference in the referencing applicatioa In re Hawkins, 486 F.2d 
569. 179 USPQ 157 (CCPA 1973): /n re Hawkins, 486 F.2d 579, 
179 USPQ J63 (CCPA 1973); in re Hawkins, 486 F.2d 577. 
179 USPQ 167 (CCPA 1973). 

f 6.19.0] Improper Incorporation by Heference. General 

The attempt to incorporate subject maucr into this application 
by reference to [1] is improper because (2]. 

Examiner Note: 

I . In bracket 1. identify ihc document such as an applicauon or 
patent number or other idcniification. 



^MINING PROCEDURE 

2. In bracket 2, give fcasoa why is b improper. 

The amendment must be accompanied by an affida- 
vit or declaration executed by the applicant, or a prac- 
titioner r^esenting the applicant, stating that the 
amendatory material consists of the same material 
incorporated by reference in the refeicndng applica- 
tion. In re Hawkins, 486 F2d 569, 179 USPQ 157 
(CCPA 1973); In rc Hawkins, 486 F.2d 579, 179 
USPQ 163 (CCPA 1973); In k Hawkins. 486P.2d 
577. 179 USPQ 167 (CCPA 1973). 

Reliance on a commonly assigned a^>aiding appli- 
cation by a different inventor may ordinarily be made 
for the purpose of completing the disclosure. See Irt re 
Fried, 329 F2d 323, 141 USPQ 27 (CCPA 1964), and 
General Elearic Co. v. Brenner, 407 F.2d 1 258. 1 59 
USPQ 335 (D.CCir. 1968). 

Since a disclosure must be complete as of the filing 
date, subsequent publications or subsequently filed 
applications cannot be relied on to establish a con- 
structive reduction to practice or an enabling disclo- 
sure as of the filing date. White ConsoL Indus,, Inc, v. 
Vega Servo-Control, Inc, 713 F.2d 788, 218 USPQ 
961 (Fed. Cir. 1983); In re ScarbrougK 500 F.2d 560, 
182 USPQ 298 (CCPA 1974); In re Glass, 492 E2d 
1228, 181 USPQ 31 {CCPA 1974). 

R Review of Applications Which Are Relied on 
To Establish an Earlier Effective Filing Date. 

The limitations on the material which may be incor- 
porated by reference in U.S. patent ^plications which 
are to issue as U.S. patents do not apply to applica- 
tions relied on only to establish an earlier effective fil- 
ing date under 35 U.S.C. 119 or 35 U.S.C 120. 
Neither 35 U.S,C 119(a) nor 35 U.S.C. 120 places 
any restrictions or limitations as to bow the claimed 
invention most be disclosed in the earlier application 
to comply with 35 U.S.C. 112, first paragr^h- 
Accordingly, an application is entitled to rely upon the 
filing date of an earlier application, even if the earlier 
application itself incorporates essential material by 
reference to another document. Sec Ex pane Maziere, 
27 USPQ2d 1705. 1706^7 (Bd. Pat. App. & Inter. 
1993). 

The reason for incorporation by reference practice 
with respect to applications which are to issue as U.S. 
patents is to provide the public with a patent disclo- 
sure which minimizes the public's burden to search 
for and obtain copies of documents incorporated by 
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reference which may noi be readily available. 
Through cfae Officers incoipoFation by reference pol* 
icy« (be Office ensures that reasonably complete dis- 
closures are published as VS. patents. The same 
policy concera does not apply where the sole purpose 
for whicli an applicant relics on an earlier U-S. or for- 
eign application is to establish an earlier filing date. 
Ii>c<Hpoiation by reference in the eailier application of 
(1) patents or applications published by foreign coun- 
tries or itgiona] patent offices, (2) nonpatent publica- 
ticms, (3) a US, patent or application which itself 
incoiparatcs ^essential material" by reference, or (4) a 
foreign application, is not critical in the case of a 
"benefit** application. 

When an applicant, or a patent owner in a reexami- 
nation or interference, claims the benefit of the filing 
date of an earlier application which incorporates 
material by reference, the applicant or patent owner 
may be tequired to sux^ly copies of the material 
incorporated by reference. For example, an applicant 
may claim the benefit of the filing date of a ftneign 
application which itself incorporates by reference 
another eariier filed foreign application. If necessary, 
due to an intervening reference, applicant should be 
required to supply a copy of die earlier filed foreign 
application, along with an English language transla- 
tion. A review can then be made of the foreign appli- 
cation and all material incorporated by reference to 
determine whether the foreign application discloses 
the invention sought to be patented in the manner 
required by the first paragraph of 35 U^.C 112 so 
that benefit may be accorded. In re Ccsteli, 872 F2d 
1008. 10 USPQ2d 1614 (Fed Gin 1989). 

n. SIMULATED OR PREDICTED TEST 
RESULTS OR PROPHETIC EXAMPLES 

Simulated or predicted test results and prophetical 
examples (pap^ examples) are permitted in patent 
^plications. Working examples correspond to work 
actually performed and may describe tests which have 
acmally been conducted and results that were 
achieved. Paper examples describe the manner and 
process of making an embodiment of the invention 
which has not acmally been conducted. Paper exam- 
ples should not be represented as work acmally done. 
No results should be represented as actual results 
unless ihcy have actually been achieved. Paper exam- 
ples should not be described using the past tense. 



608J)I(q) 

For problems ari^ng from the designation of mate- 
rials by trademarks and trade names, see MPEP § 
608.01 (v). 

608.01(q) Substitute or Rewritten 
Specification 

37CFR1J2S, Substitute specificaaon, 

(m) EfUiemimberornatiacofcheaineadmeQtSGa^dkeleg- 
tbifiiy of (he sppUcatixm papers renders tt difficult co coDsider the 
T tfpli fa Tion , or to amnge the papers for primiag or copying, (be 
Office may require (he entire t p ec ifi c x ion. ioctoding (he giMin^ 
or 8ny pait thereof^ be pciwrittexL 

(b) A subsdnuB specificadon, excltidiitg (he daizns. may 
befOedfttanypaiaiiptopaymenTofdie issue ftc if it U vcom- 
paoiedby: 

(t) A srarrmmt that the substitote ipedficauoQ 
includes no new maner and 

(2) A mazfccd up venion of the sobsdnsce specification 
showing aS the changes (inc hiding the matter being added to and 
the maner being deleted from) to (he spedficadon of jvoord. 
Numtcring the pamgraphs of the specificadon of record is not 
considered a change that nmst be shown punnant to this para- 
graph. 

(c) A substitute specification submiaed under (his section 
omst be submitted in clean form without markings as Co AmBtAm^ 
maceriaL The paragraphs of any subsdmte ^edficadon, other 
don dw claims, should be individuaOy numbered in AnUc 
nunsrals so (hat any amendment to (he spedficadon may be made 
by replacement paragraph in accmlance with $ I.121(bKl). 

(d) A subsihuie specification under this section is not per* 
nutted in a reissue applicaiion or in a reexaniinacioQ proceeding. 

The ^ectHcation is ' sometimes in such faulty 
English that a new specification is necessary; in such 
instances, a new specification should be required. 

Form paragraph 6.28 may be used where the speci- 
fication is in ^ty English. 

f 6,28 Idiommic English 

A substinue specification in proper idiomatic English and in 
compliance with 37 CFR 1.52(a) and (b) is required. The subsd- 
mte spccificaiion filed nnist be accompanied by a statement that it 
contains no new matter. 

37 CFR 1.125(a) applies to a substitute specifica- 
tion required by the Office. If the number or nature of 
the amendments or the legibility of the appUcadon. 
papers renders it difficult to consider the application, 
or lo arrange the papers for printing or copying, the 
Office may require the entire specification, including 
the claims, or any pan thereof be rewriuen. 
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